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REQUEST FOR CERTIFICATE OF CORRECTION UNDER CFR § 1.322 



Pursuant to 37 CFR 1 .322, it is hereby respectfully requested that a Certificate of Correction 
be issued for United States Patent 6,776,982 containing the corrections set forth on the appended 
Form PTO 1050. 

The following errors are believed to be attributable to the Patent and Trademark Office as is 
evident from the table on page 2: 



Assistant Commissioner for Patents 
Washington, D.C. 20231 



Certificate 
SEP 2 8 2004 

of Correction 



Sir: 



S tf 28 1«* 



Location and/or Error in Printed Patent 


Location of Support in ^Specification 




or Amendment 


Title page, Item (*) Notice:, replacement of "This 


Response dated November 15, 2002, page 1 


patent is subject to a terminal disclaimer" with 




i nis pditiru is suDjeci 10 lermiriai aiscioimers. 


Mmenurneni adieu ividicn zuuh, page *f 



Enclosed is a copy of the terminal disclaimer, dated November 15, 2002 and Amendment 
including terminal disclaimers, dated March 4, 2003 which show location of support. 



Attached is a duplicate of Form PTO 1050, with at least one copy being suitable for printing. 

Since the above errors are not attributable to the patentees, therefore, no fee is believed to be 
necessitated by this Request for Certificate of Correction. However, in the event that a fee is 
required, the Commissioner is hereby authorized to charge said fee to Deposit Account No. 
19-0134 in the name of Novartis Corporation. 

Please send the Certificate of Correction to the address currently associated with Customer No. 
001095. 

Novartis 

Corporate Intellectual Property 
One Health Plaza/Bldg. 430 
East Hanover, NJ 07936 



Respectfully submitted, 

Novartis ^UA&lAA/ bL^=> 

Corporate Intellectual Property Susan Hess 

One Health Plaza, Building 430 Attorney for Applicants 

East Hanover, NJ 07936-1080 Reg. No. 37,350 
(862) 778-7859 



Ends.: Form PTO 1050 (2) 

Response dated November 1 5, 2002 

Amendment including terminal disclaimers dated March 4, 2004 



Date: ^^L^6^^/yS^^ 
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PATENT NO 
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INVENTOR(S) 



UNITED STATES PATENT AND TRADEMARK OFFICE 

CERTIFICATE OF CORRECTION 



6,776,982 V> n - — 
August 17, 2004 
KIS ET AL. 



It is certified that there is an error in the above-identified patent and that said Letters 
Patent is hereby corrected as shown below: 

Title page. Item (*) Notice:, should read: 

-This patent is subject to terminal disclaimers.- 



MAILING ADDRESS OF SENDER: 

Susan Hess 

Novartis 

Corporate Intellectual Property 
One Health Plaza, Building 430 
East Hanover, NJ 07936-1080 N 
(862) 778-7859 
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November 15, 2002 



Date of Deposit 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE APPLICATION OF 



Art Unit: 1615 



KIS ET AL. 



Examiner: Joynes, Robert M 



APPLICATION NO: 10/016,361 
FILED: DECEMBER 10, 2001 

FOR: AUTOCLAVABLE PHARMACEUTICAL COMPOSITIONS 
CONTAINING A CHELATING AGENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 



This communication is in response to the Office Action mailed on August 27, 2002. A 
terminal disclaimer is submitted herewith. 



Reconsideration and allowance are respectfully requested. 
Claims 1 to 14 are pending and are at issue. 

The Examiner has rejected claim 1 to 14 for obviousness-type double patenting over 
commonly owned U.S. Patent 6,395,756. A terminal disclaimer is submitted herewith, disclaiming 
the term of any patent that issues from the present application that would extend beyond the expiry 
of U.S. Patent 6,395,756. It is respectfully submitted that the terminal disclaimer submitted 
herewith overcomes the ground for the obviousness-type double patenting rejection, and the 
rejection should be withdrawn. 

The Examiner has rejected claims 1 to 14 as obvious under 35 U.S.C. § 103(a) over the 
disclosure of Yanni, U.S. Patent 5,624,893. Applicants respectfully traverse, and request 
reconsideration. ( 



RESPONSE 



Sir: 



Remarks 



At the outset, applicants wish to point out that independent claim 1 uses the transitional 
language "consisting essentially of. Thus, excluded from the compositions of claims 1 to 6 are any 
ingredients other than those specifically named, except where those additional ingredients would 
not materially affect the basic and novel characteristics of the claims. 

It is respectfully submitted that the disclosure of Yanni cannot be the basis for a prima facie 
case of obviousness. The fact that a claimed species or subgenus is encompassed by a prior art 
genus is not sufficient by itself to establish a prima facie case of obviousness. (MPEP § 2144.08, 
citing In re Baird, 16 F.3d 380, 382, 29 USPQ2d 1550, 1552 (Fed. Cir. 1994)). The MPEP states 
that "it is essential that Office personnel find some motivation or suggestion to make the claimed 
invention in light of the prior art teaching. In the case of a prior art reference disclosing a genus, 
Office personnel should make findings as to: 

(A) the structure of the disclosed prior art genus and that of any expressly described 
species or subgenus within the genus; 

(B) any physical or chemical properties and utilities disclosed for the genus, as well as any 
suggested limitations on the usefulness of the genus, and any problems alleged to be addressed by 
the genus; 

(C) the predictability of the technology; and 

(D) the number of species encompassed by the genus taking into consideration all of the 
variables possible. 

Yanni does not specifically disclose even one formulation. All of the Examples of Yanni 
require the inclusion of an active that must be chosen from one of the 10 neurokinin or bradykinin 
antagonists, set out at column 10, lines 24 to 42, which would place the compositions outside the 
scope of the compositions recited in claims 1 to 14. As acknowledged by the Examiner (bottom of 
page 4 of Office Action) all of the specific formulations of Yanni's Examples also contain disodium 
edetate (EDTA) which would also place the compositions outside the scope of the claims, as the 
"consisting essentially of transitional language does not allow for the inclusion of EDTA, which is 
specifically disclosed in the present specification to protect ketotifen fumarate from decomposition 
under autoclaving conditions, i.e., would change a basic characteristic of the claimed compositions. 

Yanni lists over 50 steroids, twelve growth factors, over 20 non-steroidal antiinflammatory 
drugs, five anti-oxidants, seven immunomodulators, ten antialiergics (including ketotifen), 18 
antimicrobials, and the neurokinin and bradykinin antagonists mentioned above. Yanni states that 
any or all of these agents can be used, alone or in combination, to treat corneal haze (column 3, 
lines 17 to 26). The number of possible formulations that can be made with the agents listed by 
Yanni numbers in the millions. There is no disclosure or suggestion in Yanni pointing, out of all of 
the millions of possible formulations, to a formulation consisting essentially of ketotifen hydrogen 




fumarate, glycerol, benzalkonium chloride, and water, much less in the specifically recited 
concentrations, as required by the present claims. As noted above, the only formulations that are 
more or less specifically suggested are those containing neurokinin or bradykinin antagonists, 
perhaps in combination with a steroid (see, e.g., claim 2 of Yanni), which is also excluded as an 
ingredient from the compositions recited in present claims 1 to 14. Accordingly, it is respectfully 
submitted that Yanni cannot properly be said to suggest the compositions or methods of the present 
claims, and the rejection of claims 1 to 14 over the disclosure of Yanni should be withdrawn. 

The Examiner has also rejected claims 1 to 14 as obvious over the disclosure of Kurasawa 
et al. (JP 62 277323). Applicants respectfully traverse, and request reconsideration. 

The Examiner has stated that "Kurasawa teaches an ophthalmic solution comprising 
ketotifen fumarate, benzalkonium chloride, glycerol, and water," citing to the Abstract of the 
Kurasawa application and the text. While the disclosure of Kurasawa might suggest a composition 
comprising ketotifen fumarate, glycerol, benzalkonium chloride, and water, it is respectfully 
submitted that Kurasawa cannot properly be said to disclose or suggest the compositions or 
methods of the claims, and most certainly does not encompass the compositions of the claims, i.e., 
compositions with a concentration of ketotifen hydrogen fumarate of 0.0345%. In fact, the 
disclosure of Kurasawa teaches away from making aqueous ophthalmic compositions comprising 
0.0345% ketotifen hydrogen fumarate, as required by the present claims. 

Applicants respectfully request that the Examiner reconsider the rejection of claims 1 to 14 
in light of what Kurasawa teaches, as a whole. Kurasawa teaches ophthalmic solutions with a 0.1% 
concentration of ketotifen fumarate, approximately three times that recited in the present claims. 
Thus, Kurasawa teaches that a ketotifen fumarate-containing ophthalmic solution should have a 
concentration of 0.1% to be effective. Further, it is the express purpose of the Kurasawa invention 
to maintain the concentration of ketotifen fumarate as close to 0.1% as possible. It is very clearly 
taught that reducing the concentration of ketotifen fumarate below 0.1% is undesirable, and that this 
end (maintaining the concentration as close to 0.1% as possible) can be best achieved if a 
polyvalent alcohol or similar agent is used as a tonicity agent, as opposed to an electrolyte tonicity 
agent. 

Thus, Kurasawa teaches away from decreasing the concentration of ketotifen fumarate in an 
ophthalmic solution below 0.1%, by providing methods to avoid such a decrease. There is certainly 
nothing in Kurasawa to indicate that a composition with the 0.0345% ketotifen concentration recited 
in the claims would be useful. When considered with Kurasawa's failure to suggest applicants' 
claimed specific concentration, it is respectfully submitted that one of ordinary skill in the art would 
actually have been deterred from even experimenting with ophthalmic compositions that contained 
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less than 0.1% ketotifen fumarate, much less the three fold lower concentration recited in the 
present claims. 

Applicants submit that the Kurasawa reference being applied by the Examiner is similar to 
the "Wolf" reference applied by the Examiner in In re Wiggins, 397 F.2d 356 (CCPA 1968), 
submitted herewith. In Wiggins, the reference taught a composition comprising the active 
ingredient of the claimed compositions, but (as with the present claims) in a different dose, with no 
suggestion by the reference to modify the dose. Like Kurasawa, the Wolf reference had certain 
disclosures that would discourage those of ordinary skill in the art from experimenting with the 
dosage of active ingredient (in Wiggins, the claimed dose was higher than the disclosed doses). 
The CCPA found Wiggins's compositions to be not obvious over those disclosed by the cited Wolf 
reference. It is respectfully submitted that claims 1 to 14 are similarly not obvious in view of the 
disclosure of Kurasawa. 

In light of the above remarks and the terminal disclaimer submitted herewith, it is respectfully 
submitted that the claims are in condition for allowance, and such action is earnestly solicited. 



Respectfully submitted, 



Novartis Corporation 
Patent and Trademark Dept. 
564 Morris Avenue 
Summit, NJ 07901-1027 
(908) 522-6946 




Attorney for Applicants 
Reg. No. 40,226 



Date: November 15, 2002 
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FILING BY "EXPRESS MAIL" UNDER 37 CFR 1.10 



November 1 5, 2002 



Date of Deposit 




CASE OP/V-30341B 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



APPLICATION NO: 10/016,361 
FILED: DECEMBER 10, 2001 

FOR: AUTOCLAVABLE PHARMACEUTICAL COMPOSITIONS 
CONTAINING A CHELATING AGENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 



Enclosed herewith is a Terminal Disclaimer in the above-identified application. 

The Commissioner is hereby authorized to charge the $110 fee under 37 CFR §1. 20(d) and 
any additional fees that may be required to Deposit Account No. 19-0134 in the name of Novartis 
Corporation. An additional copy of this paper is here enclosed. 



IN RE APPLICATION OF 



Art Unit: 1615 



KIS ET AL. 



Examiner: Joynes, Robert M 



FEE LETTER 



Respectfully submitted, 



Novartis Corporation 
Patent and Trademark Dept. 
564 Morris Avenue 
Summit, NJ 07901-1027 
(908) 522-6946 
Date: November 15, 2002 




David E. Wildman 
Attorney for Applicants 
Reg. No. 40,226 




CASEOP/V-30341B 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

IN RE APPLICATION OF Art Unit: 1615 

KIS ET AL: Examiner: Joynes, Robert M 

APPLICATION NO: 10/016,361 

FILED: DECEMBER 10, 2001 

FOR: AUTOCLAVABLE PHARMACEUTICAL COMPOSITIONS 
CONTAINING A CHELATING AGENT 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

TERMINAL DISCLAIMER 

Sir: 

Novartis AG, a company organized under the laws of the Swiss Confederation, having a 
place of business at Schwarzwaldallee 215, Basel, Switzerland 4058, represents that it is the 
assignee and owner of the entire interest in the above-identified application by virtue of an 
assignment which is being transmitted for recordation in the United States Patent and Trademark 
Office concurrently herewith. A copy is attached hereto. 

Novartis AG hereby disclaims, except as provided below, the terminal part of the statutory 
term of any patent granted on the above-identified application which would extend beyond the 
expiration date of the full statutory term defined in 35 USC §154-156 and §173, as presently 
shortened by any terminal disclaimer, of prior Patent No. 6,395,756 issued May 28, 2002. Said 
Patent No. 6,395,756 is also assigned to Novartis AG by virtue of an assignment which an 
assignment which was recorded in the United States Patent and Trademark Office on April 1 1 , 
2002 at Reel/Frame 0128829/0919. 

Novartis AG hereby agrees that any patent granted on the above-identified application shall 
be enforceable only for and during such period that it and prior Patent No. 6,395,756 are commonly 
owned. This agreement runs with any patent granted on the above-identified application and is 
binding upon the grantee, its successors or assigns. 

In making the above disclaimer, Novartis AG does not disclaim the terminal part of any 
patent granted on the above-identified application that would extend to the expiration date of the full 



statutory term as defined in 35 USC §154-156 and §173 of prior Patent No. 6,395,756, as presently 
shortened by any terminal disclaimer, in the event that it later: expires for failure to pay a 
maintenance fee, is held unenforceable, is found invalid by a court of competent jurisdiction, is 
statutorily disclaimed in whole or terminally disclaimed under 37 CFR §1.321, has all claims 
cancelled by a reexamination certificate, is reissued, or is in any manner terminated prior to the 
expiration of its full statutory term as presently shortened by any terminal disclaimer 

A terminal disclaimer fee under 37 CFR §1. 20(d) is included. 

Signed this 15th day of November, 2002 by the undersigned attorney of record. 



. Novartis Corporation 
Patent and Trademark Dept. 
564 Morris Avenue 
Summit, NJ 07901-1027 
(908) 522-6946 




David E. Wildman 
Attorney for Applicants 
Reg. No. 40,226 
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FILING BY "EXPRESS MAIL" UNDER 37 CFR 1.10 



EV365588677US 



March 4. 2004 



Express Mail Label Number 



Date of Deposit 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



IN RE APPLICATION OF 



Art Unit: 1615 



KIS ETAL. 



Examiner: Joynes, Robert M 



APPLICATION NO: 10/016,361 
FILED: DECEMBER 10. 2001 

FOR: AUTOCLAVABLE PHARMACEUTICAL COMPOSITIONS 
CONTAINING A CHELATING AGENT 



Commissioner for Patents 
PO Box 1450 

Alexandria, VA 22313-1450 



Sir: 

This is in response to the Office Action mailed on December 8, 2003 having a shortened 
three month period for response which expires on March 8, 2004. Please amend the application 
as follows: 

Amendments to the Claims are reflected in the listing of claims which begins on page 2 
of this paper. 

Remarks begin on page 4 of this paper. 



AMENDMENT 




Amendments to the Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims 

Claim 1 (original): An ophthalmic pharmaceutical composition consisting essentially of 0.0345% 
ketotifen hydrogen fumarate, 2.125% glycerol, 0.01% benzalkonium chloride and water. 

Claim 2 (currently amended): [A] The composition according to claim 1 wherein the pH is 
between about 5.18 and about 5.32. 

Claim 3 (currently amended): [A] The composition according to claim 1 wherein the osmolality is 
about 240 milliosmoles. 

Claim 4 (currently amended): [A] The composition according to claim 2 wherein the osmolality is 
about 240 milliosmoles. 

Claims 5-6 (canceled) 

Claim 7 (original): A method for making an ophthalmic pharmaceutical composition, comprising 
admixing the non-aqueous components ketotifen hydrogen fumarate, glycerol, and 
benzalkonium chloride with water such that a final concentration of the non-aqueous 
components is 0.0345% ketotifen hydrogen fumarate, 2.125% glycerol, and 0.01% 
benzalkonium chloride. 

Claim 8 (currently amended): [A] The method according to claim 7 wherein the pH of the 
composition is between about 5.18 and about 5.32. 

Claim 9 (currently amended): [A] The method according to claim 7 wherein the osmolality of the 
composition is about 240 milliosmoles. 

Claim 10 (currently amended): [A] The method according to claim 8 wherein the osmolality is 
about 240 milliosmoles. 

Claim 1 1 (currently amended): [A] The method according to claim 7 wherein the amount of 
degradation products in said composition [does not exceed] is about 0.03%. 

Claim 12 (canceled) 

Claim 13 (currently amended): [A] The composition according to claim [12] 1 wherein the 
amount of degradation products in said composition is about 0.23%. 
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Claim 14 (currently amended): [A] Ihe composition according to claim [5] 1 wherein the amount 
of degradation products in said composition is about 0.03%. 
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REMARKS 



Favorable consideration of this application is respectfully requested in view of the 
foregoing amendments and the following remarks. 

Claims 1-5 and 7-14 are pending in the application. Claims 2-4, 8-11,13 and 14 have 
been amended. Claims 5 and 12 have been canceled without prejudice. 

Claims 12 and 13 have been rejected under 35 U.S.C. §112, second paragraph, as 
being indefinite. To facilitate prosecution and while not necessarily agreeing with the grounds 
for the rejection, Claim 12 has been cancelled and Claim 13 has been amended to depend from 
Claim 1. 

In view of the above, withdrawal of the rejection of Claims 12 and 13 under 35 U.S.C. 
§112, second paragraph, is respectfully requested. 

Claims 13 and 14 have been objected to under 37 C.F.R. §1. 75(c) as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. To facilitate 
prosecution and while not necessarily agreeing with the grounds for the rejection, Claims 13 and 
14 have been amended to depend from Claim 1 and Claim 5 has been canceled without 
prejudice. 

In view of the above, withdrawal of the objection of Claims 13 and 14 under 37 C.F.R. 
§1. 75(c) is respectfully requested. 

Claims 2-4, 8-11,13 and 14 have been amended to recite "The composition" and "The 
method" in place of "A composition" and "A method". Claim 1 1 has also been amended to 
recite the term "is about 0.03%" in place of the term does not exceed 0.03%. 

Claims 1-5 and 7-14 have been rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over U.S. Patent 6,455,547. A 
terminal disclaimer is submitted herewith, disclaiming the term of any patent that issues from the 
present application that would extend beyond the expiry of U.S. Patent 6,455,547. 

In view of the above, withdrawal of the rejection of Claims 1-5 and 7-14 for obviousness- 
type double patenting is respectfully requested. 

To render moot potential claims of obviousness-type double patenting of the claims of 
the present application by the claims of application serial no. 10/134,795 filed on April 29, 2002 
and application serial no. 09/619,349 filed on July 19, 2000, terminal disclaimers are submitted 
herewith, disclaiming the term of any patent that issues from the present application that would 
extend beyond the expiry of any patents granted on the 10/134,795 and 09/619,349 
applications. 
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Applicants respectfully request that a timely Notice of Allowance be issued in this case. 



Respectfully submitted, 



Novartis 

Corporate Intellectual Property Susan Hess 

One Health Plaza, Building 430 Attorney for Applicants 

East Hanover, NJ 07936-1080 Reg. No. 37,350 
(862) 778-7859 



Date: March 4, 2004 
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PTO/SB/25 (08-03) 
Approved f3Wse through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995. no persons are required to respond to a collection of information unless it displays a valid OMB control number. 



TERMINAL DISCLAIMER 



Docket Number (Optional) 
OP/4-30341B 



In re Application of: Kis et aL 
Application No.: 10/016,361 
Filed: December 10, 2001 

For: Autoclavable Pharmaceutical Compositions Containing a Chelating Agent 

The owner*, Novartis AG , of 100 percent interest in the instant application hereby disclaims, except as 

provided below, the terminal part of the statutory term of any patent granted on the instant application, which would extend 
beyond the expiration date of the full statutory term defined in 35 U.S.C. 154 and 173 as shortened by any terminal 

disclaimer filed prior to the grant of any patent granted on pending second Application Number 09/619,349 ■ 

fil ed on juiy 19, 2000 of any patent on the pending second application. The owner hereby agrees that any patent so 

granted on the instant application shall be enforceable only for and during such period that it and any patent granted on the 
second application are commonly owned. This agreement runs with any patent granted on the instant application and is 
binding upon the grantee, its successors or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of any patent granted on the instant 
application that would extend to the expiration date of the full statutory term as defined in 35 U.S.C. 154 and 173 of any 
patent granted on the second application, as shortened by any terminal disclaimer filed prior to the patent grant, in the 
event that any such granted patent: expires for failure to pay a maintenance fee. is held unenforceable, is found invalid by 
a court of competent jurisdiction, is statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1.321, has all 
claims canceled by a reexamination certificate, is reissued, or is in any manner terminated prior to the expiration of its full 
statutory term as shortened by any terminal disclaimer filed prior to its grant. 

Check either box 1 or 2 below, if appropriate. 

□ For submissions on behalf of an organization (e.g., corporation, partnership, university, government agency, 
etc.), the undersigned is empowered to act on behalf of the organization. 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of 
the United States Code and that such willful false statements may jeopardize the validity of the application or any patent 
issued thereon. 

2. [✓] The undersigned is an attorney or agent of record. 

y Signature Date 

Susan Hess 

Typed or printed name 

(862) 778-7859 

Telephone Number 

0 Terminal disclaimer fee under 37 CFR 1 .20(d) is included. 

WARNING: Information on this form may become public. Credit card information should not 
be Included on this form. Provide credit card information and authorization on PTO-2038. 

•Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 
Form PTO/SB/96 may be used for making this statement. See MPEP § 324. 



This collection of information is required by 37 CFR 1.321. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO 
to an application. Confidentiality "is governed by 35 U.S.C 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to ^^TZ 

Gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the 
*mnunTof SmfvoL . reauire to complete this form and/or suggestions lor reducing this burden, should be sent to the Chief Information Officer. U.S. Patent and 
Trademarl O^Tol^Z oi Commerce, P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents. P.O. Box 1450. Alexandria. VA 22313-1450. 

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



PTO/SB/25 (08-03) 
Approved He through 07/31/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number. 



TERMINAL DISCLAIMER 



Docket Number (Optional) 
OP/4-3034 IB 



In re Application of: Ws et aJ - 
Application No.: 10/016,361 
Filed: December 10, 2001 

For: Autoclavable Pharmaceutical Compositions Containing a Chelating Agent 



The owner*, Novartis AG , of 100 percent interest in the instant application hereby disclaims, except as 

provided below, the terminal part of the statutory term of any patent granted on the instant application, which would extend 
beyond the expiration date of the full statutory term defined in 35 U.S.C. 154 and 173 as shortened by any terminal 

disclaimer filed prior to the grant of any patent granted on pending second Application Number 10/1 34 .795 , 

filed on April 29. 2002 of any patent on the pending second application. The owner hereby agrees that any patent so 

granted on the instant application shall be enforceable only for and during such period that it and any patent granted on the 
second application are commonly owned. This agreement runs with any patent granted on the instant application and is 
binding upon the grantee, its successors or assigns. , ' 

In making the above disclaimer, the owner does not disclaim the terminal part of any patent granted on the instant 
application that would extend to the expiration date of the full statutory term as defined in 35 U.S.C. 154 and 173 of any 
patent granted on the second application, as shortened by any terminal disclaimer filed prior to the patent grant, in the 
event that any such granted patent: expires for failure to pay a maintenance fee, is held unenforceable, is found invalid by 
fc a court of competent jurisdiction, is statutorily disclaimed in whole or terminally disclaimed under 37 CFR 1.321, has all 
claims canceled by a reexamination certificate, is reissued, or is in any manner terminated prior to the expiration of its full 
statutory term as shortened b y any terminal disclaimer filed prior to its grant. 

Check either box 1 or 2 below, if appropriate. 

I I For submissions on behalf of an organization (e.g., corporation, partnership, university, government agency, 
' — I etc.), the undersigned is empowered to act on behalf of the organization. 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of 
the United States Code and that such willful false statements may jeopardize the validity of the application or any patent 
issued thereon. 



>- \^] The undersigned is an attorney or agent of record. 

Signature * Date 



Susan Hess 

Typed or printed name 

(862) 778-7859 
Telephone Number 




Terminal disclaimer fee under 37 CFR 1.20(d) is included. 



WARNING: Information on this form may become public. Credit card information should not 
be included on this form. Provide credit card information and authorization on PTO-2038. 

•Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 
Form PTO/SB/96 may be used for making this statement. See MPEP § 324. 



This collection of information is required by 37 CFR 1.321. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO 
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including 
gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the 
amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and 
Trademark Office. U.S. Department of Commerce. P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



PTO/SBA26 (08-03) 
Approved (or use through 07/31/2006. OMB 0851-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information untess it d splays a valid OMB control number 



TERMINAL DISCLAIMER TO OBVIATE A DOUBLE PATENTING 
REJECTION OVER A PRIOR PATENT 



Docket Number (Optional) 
OP/4-30341 B 



In re Application of: Ws et al - 
Application No.: 10/016.361 
Filed: December 10, 2001 

For Autoclavable Pharmaceutical Compositions Containing a Chelating Agent 

The owner*, Novartis AG , of 100 percent interest in the instant application hereby 

disclaims, except as provided below, the terminal part of the statutory term of any patent granted on the instant application, 
which would extend beyond the expiration date of the full statutory term defined in 35 U.S.C. 154 and 173, as presently 

shortened by any terminal disclaimer, of prior Patent No. 6,455,547 . The owner hereby agrees that any patent 

so granted on the instant application shall be enforceable only for and during such period that it and the prior patent are 
commonly owned. This agreement runs with any patent granted on the instant application and is binding upon the grantee, 
its successors or assigns. 

In making the above disclaimer, the owner does not disclaim the terminal part of any patent granted on the instant 
application that would extend to the expiration date of the full statutory term as defined in 35 U.S.C. 154 and 173 of the 
prior patent as presently shortened by any terminal disclaimer, in the event that it later: expires for failure to pay a 
maintenance fee, is held unenforceable, is found invalid by a court of competent jurisdiction, is statutorily disclaimed in 
whole or terminally disclaimed under 37 CFR 1.321, has all claims canceled by a reexamination certificate, is reissued, or 
is in any manner terminated prior to the expiration of its full statutory term as presently shortened by any terminal 



disclaimer. 

Check either box 1 or 2 below, if appropriate. 

□ For submissions on behalf of an organization (e.g., corporation, partnership, university, government agency, 
etc.), the undersigned is empowered to act on behalf of the organization. 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of 
the United States Code and that such willful false statements may jeopardize the validity of the application or any patent 
issued thereon. 



2. I ✓ I The undersigned is an attorney or agent of record. 



Signature Date 

Susan Hess 

Typed or printed name 

(862) 778-7859 

Telephone Number 



0 Terminal disclaimer fee under 37 CFR 1 .20(d) included. 



WARNING: Information on this form may become public. Credit card Information should not 
be included on this form. Provide credit card information and authorization on PTO-2038. 

•Statement under 37 CFR 3.73(b) is required if terminal disclaimer is signed by the assignee (owner). 
Form PTO/SB/96 may be used for making this certification. See MPEP § 324. 



This collection of information is required by 37 CFR 1.321. The information is required to obtain or retain a benefit by the public which is to file (and by the 
USPTO tTor^ess) an application Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estmnated to take 12 minutes to complete, 
indudino gathering preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case Any comments 
^^7n^nt^ftime you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer. U.S. Patent 
^r^A^Ts^rtinent of Commerce. P.O. Box 1450. Alexandria. VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2. 



